The trial aims to be highly pragmatic in design approach, which is reflected in the wheel with the exception of the Organisation domain. The ActWELL intervention involves a new way of delivering lifestyle counselling (Breast Cancer Now volunteers) so the trial is more explanatory on this domain. Evaluating this mode of delivery is, however, the aim of the trial and should the intervention prove effective, the trial would provide support for involving the voluntary sector in routine delivery of the ActWELL intervention.
1.
Brief Name ActWELL
2.
WHY Following the COM-B model the intervention aims to incorporate increased Motivation for weight management (through awareness raising within the teachable moment setting) combined with increased Capability for effective lifestyle change combined with Opportunities for greater physical activity through an emphasis on walking initiatives and other community facilities using taxonomy-derived effective behaviour change techniques.
3.
WHAT a) Materials Visit 1 • Caloric value of (hot and cold) alcohol and sugary drinks discussed "Sugar Savvy" quiz undertaken (https://www.wcrf-uk.org/sites/default/files/are-yousugar-savvy-game.pdf) (advice given on alternatives, portion size, frequency) (Possibility of implementation intention setting on drinks)
• Weight loss goal (emphasis on modest up to 7% in 12 months) • Motivational interviewing questions on weight loss • Guidance on weekly self-weighing, reporting and feedback-(implementation intention setting for weighing-scales available for home use)
• Initial dietary challenges -snacking and "weakness foods" (based on a verbal 24 hour intake)
• Summarise meeting -goals set, times of relapse o All participants invited to undertake a 24 hour written diet recall for 5 days for review at visit 2 
4.
WHO PROVIDED The intervention will be delivered by Breast Cancer Now Volunteer coaches. These will have a background and experience of counselling and receive a bespoke training programme by the research team including
• Evidence base for reducing risks of breast cancer by lifestyle
• Key principles and application of healthy food and drinks choices, appropriate portions and coping with social consumption challenges
• Key principles and application of increased physical activity and reduced sedentary behaviour
• Key principles and application of weight management
• Personalisation of advice
• Motivational interviewing techniques (key questions only)
• Use of evidence-based behavioural change techniques (BCTs)
• Handling confidential data
• The intervention protocol and importance of its delivery. Confidentiality.
• Role play and assessments (face to face and telephone contact)
•
The programme is likely to be delivered over 4 bespoke sessions training programme. An exit certificate will be provided for those who successfully achieve the assessments and role play.
Role play and observations will be undertaken prior to commencing the actual intervention.
5. HOW Two individual 1:1 coach to participant face to face visits are planned (approx. 6 weeks apart) with monthly telephone contacts thereafter.
6.
WHERE The face to face visits are scheduled to take part in office space in local leisure centres. Each town has identified more than one possible venue and these will be noted. No home visits are scheduled and other locations are discouraged.
7.
WHEN and HOW MUCH The coaches will collect data for each participant on; date of contact, duration of contact and perceived engagement for both face to face and 9 telephone contacts. Other contacts e.g. SMS/email will also be noted. These data will allow dose and duration and outcomes to be assessed by individual coaches as well as overall.
8.
TAILORING Personalised advice is a key component of all aspects of the intervention. Motivational interviewing about weight loss will be undertaken to identify participant ambivalence and perceived personal advantages to weight management.
Caloric prescription: this will be based on -600kcals required for weight maintenance (calculated using the equations from Miflin St Jeor according to gender, age and body weight). Participant agreed goals (and implementation intentions) will be used for weighing and recording body weight (self-monitoring) and personalised feedback will be provided.
Food and drink choices will be based on information obtained from current eating habits obtained through 24 hour recalls to guide personalised advice on food frequency, portion sizes and foods to limit. Participant agreed goals (and implementation intentions) will be used for one specific food or drinking habit and this will be self monitored with personalised feedback provided.
Physical activity dose and duration will be based on the brief Scottish Physical Activity questionnaire to guide walking plans and signpost other activities (including those offered in the local leisure centres). Participant agreed goals (and implementation intentions) will be used for one specific aspect of habitual walking and this will be self-monitored with personalised feedback provided
9.
MODIFICATIONS Recommendations for modifications may arise from a) Feedback from coaches (individual issues or during regular round table meetings) b) Changes in evidence base for guidance c) Adverse events
10.
HOW WELL Fidelity Procedures: We will undertake qualitative process measures to assess fidelity to the intervention. Time for implementation procedures will be recorded by intervention staff. Fidelity of programme delivery and content will be assessed by audio-recording and transcription of a random sample of LC face to face interactions and telephone contacts at each site. These will be compared to the protocol specified number of points to be covered in each session by a researcher at University of Stirling independent from the intervention.
